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by careful assessment of predictable risks in 
comparison with foreseeable benefits to the 
subject or to others. Concern for the inter-
ests of the subject must always prevail over 
the interests of science and society. 

6. The right of the research subject to safe-
guard his or her integrity must always be re-
spected. Every precaution should be taken to 
respect the privacy of the subject and to 
minimize the impact of the study on the sub-
ject’s physical and mental integrity and on 
the personality of the subject. 

7. Physicians should abstain from engaging 
in research projects involving human sub-
jects unless they are satisfied that the haz-
ards involved are believed to be predictable. 
Physicians should cease any investigation if 
the hazards are found to outweigh the poten-
tial benefits. 

8. In publication of the results of his or her 
research, the physician is obliged to preserve 
the accuracy of the results. Reports of ex-
perimentation not in accordance with the 
principles laid down in this Declaration 
should not be accepted for publication. 

9. In any research on human beings, each 
potential subject must be adequately in-
formed of the aims, methods, anticipated 
benefits and potential hazards of the study 
and the discomfort it may entail. He or she 
should be informed that he or she is at lib-
erty to abstain from participation in the 
study and that he or she is free to withdraw 
his or her consent to participation at any 
time. The physician should then obtain the 
subject’s freely-given informed consent, pref-
erably in writing. 

10. When obtaining informed consent for 
the research project the physician should be 
particularly cautious if the subject is in a 
dependent relationship to him or her or may 
consent under duress. In that case the in-
formed consent should be obtained by a phy-
sician who is not engaged in the investiga-
tion and who is completely independent of 
this official relationship. 

11. In case of legal incompetence, informed 
consent should be obtained from the legal 
guardian in accordance with national legis-
lation. Where physical or mental incapacity 
makes it impossible to obtain informed con-
sent, or when the subject is a minor, permis-
sion from the responsible relative replaces 
that of the subject in accordance with na-
tional legislation. 

Whenever the minor child is in fact able to 
give a consent, the minor’s consent must be 
obtained in addition to the consent of the 
minor’s legal guardian. 

12. The research protocol should always 
contain a statement of the ethical consider-
ations involved and should indicate that the 
principles enunciated in the present Declara-
tion are complied with. 

II. Medical Research Combined with 
Professional Care (Clinical Research) 

1. In the treatment of the sick person, the 
physician must be free to use a new diag-
nostic and therapeutic measure, if in his or 
her judgment it offers hope of saving life, re-
establishing health or alleviating suffering. 

2. The potential benefits, hazards and dis-
comfort of a new method should be weighed 
against the advantages of the best current 
diagnostic and therapeutic methods. 

3. In any medical study, every patient—in-
cluding those of a control group, if any—
should be assured of the best proven diag-
nostic and therapeutic method. 

4. The refusal of the patient to participate 
in a study must never interfere with the phy-
sician-patient relationship. 

5. If the physician considers it essential 
not to obtain informed consent, the specific 
reasons for this proposal should be stated in 
the experimental protocol for transmission 
to the independent committee (I, 2). 

6. The physician can combine medical re-
search with professional care, the objective 
being the acquisition of new medical knowl-
edge, only to the extent that medical re-
search is justified by its potential diagnostic 
or therapeutic value for the patient. 

III. Non-Therapeutic Biomedical Research In-
volving Human Subjects (Non-Clinical Bio-
medical Research) 

1. In the purely scientific application of 
medical research carried out on a human 
being, it is the duty of the physician to re-
main the protector of the life and health of 
that person on whom biomedical research is 
being carried out. 

2. The subjects should be volunteers—ei-
ther healthy persons or patients for whom 
the experimental design is not related to the 
patient’s illness. 

3. The investigator or the investigating 
team should discontinue the research if in 
his/her or their judgment it may, if contin-
ued, be harmful to the individual. 

4. In research on man, the interest of 
science and society should never take prece-
dence over considerations related to the 
well-being of the subject.

[52 FR 8831, Mar. 19, 1987, as amended at 52 
FR 23031, June 17, 1987; 56 FR 22113, May 14, 
1991; 64 FR 401, Jan. 5, 1999; 67 FR 9586, Mar. 
4, 2002]

§ 312.130 Availability for public disclo-
sure of data and information in an 
IND. 

(a) The existence of an investiga-
tional new drug application will not be 
disclosed by FDA unless it has pre-
viously been publicly disclosed or ac-
knowledged. 

VerDate Jan<31>2003 08:36 Apr 12, 2003 Jkt 200067 PO 00000 Frm 00084 Fmt 8010 Sfmt 8010 Y:\SGML\200067T.XXX 200067T



85

Food and Drug Administration, HHS § 312.145 

(b) The availability for public disclo-
sure of all data and information in an 
investigational new drug application 
for a new drug will be handled in ac-
cordance with the provisions estab-
lished in § 314.430 for the confidentiality 
of data and information in applications 
submitted in part 314. The availability 
for public disclosure of all data and in-
formation in an investigational new 
drug application for a biological prod-
uct will be governed by the provisions 
of §§ 601.50 and 601.51. 

(c) Notwithstanding the provisions of 
§ 314.430, FDA shall disclose upon re-
quest to an individual to whom an in-
vestigational new drug has been given 
a copy of any IND safety report relat-
ing to the use in the individual. 

(d) The availability of information 
required to be publicly disclosed for in-
vestigations involving an exception 
from informed consent under § 50.24 of 
this chapter will be handled as follows: 
Persons wishing to request the publicly 
disclosable information in the IND that 
was required to be filed in Docket 
Number 95S–0158 in the Dockets Man-
agement Branch (HFA–305), Food and 
Drug Administration, 12420 Parklawn 
Dr., rm. 1–23, Rockville, MD 20857, shall 
submit a request under the Freedom of 
Information Act. 

[52 FR 8831, Mar. 19, 1987. Redesignated at 53 
FR 41523, Oct. 21, 1988, as amended at 61 FR 
51530, Oct. 2, 1996; 64 FR 401, Jan. 5, 1999]

§ 312.140 Address for correspondence. 
(a) Except as provided in paragraph 

(b) of this section, a sponsor shall send 
an initial IND submission to the Cen-
tral Document Room, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, Park Bldg., Rm. 
214, 12420 Parklawn Dr., Rockville, MD 
20852. On receiving the IND, FDA will 
inform the sponsor which one of the di-
visions in the Center for Drug Evalua-
tion and Research or the Center for 
Biologics Evaluation and Research is 
responsible for the IND. Amendments, 
reports, and other correspondence re-
lating to matters covered by the IND 
should be directed to the appropriate 
division. The outside wrapper of each 
submission shall state what is con-
tained in the submission, for example, 
‘‘IND Application’’, ‘‘Protocol Amend-
ment’’, etc. 

(b) Applications for the products list-
ed below should be submitted to the Di-
vision of Biological Investigational 
New Drugs (HFB-230), Center for Bio-
logics Evaluation and Research, Food 
and Drug Administration, 8800 Rock-
ville Pike, Bethesda, MD 20892. (1) 
Products subject to the licensing provi-
sions of the Public Health Service Act 
of July 1, 1944 (58 Stat. 682, as amended 
(42 U.S.C. 201 et seq.)) or subject to part 
600; (2) ingredients packaged together 
with containers intended for the collec-
tion, processing, or storage of blood or 
blood components; (3) urokinase prod-
ucts; (4) plasma volume expanders and 
hydroxyethyl starch for leukapheresis; 
and (5) coupled antibodies, i.e., prod-
ucts that consist of an antibody com-
ponent coupled with a drug or radio-
nuclide component in which both com-
ponents provide a pharmacological ef-
fect but the biological component de-
termines the site of action. 

(c) All correspondence relating to bi-
ological products for human use which 
are also radioactive drugs shall be sub-
mitted to the Division of Oncology and 
Radiopharmaceutical Drug Products 
(HFD–150), Center for Drug Evaluation 
and Research, Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockville, 
MD 20857, except that applications for 
coupled antibodies shall be submitted 
in accordance with paragraph (b) of 
this section. 

(d) All correspondence relating to ex-
port of an investigational drug under 
§ 312.110(b)(2) shall be submitted to the 
International Affairs Staff (HFY–50), 
Office of Health Affairs, Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857. 

[52 FR 8831, Mar. 19, 1987, as amended at 52 
FR 23031, June 17, 1987; 55 FR 11580, Mar. 29, 
1990; 67 FR 9586, Mar. 4, 2002]

§ 312.145 Guidance documents. 

(a) FDA has made available guidance 
documents under § 10.115 of this chapter 
to help you to comply with certain re-
quirements of this part. 

(b) The Center for Drug Evaluation 
and Research (CDER) and the Center 
for Biologics Evaluation and Research 
(CBER) maintain lists of guidance doc-
uments that apply to the centers’ regu-
lations. The lists are maintained on 
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